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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If NO period for reply is specified above, the maximum statutory period wilt apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temn adjustment See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213, 

Disposition of Ciaims 

4) 1^ Ctaim(s) 1^8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [3 Claim(s) is/are allowed. 

6) S Claim(s) 1-8 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/pr election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 28 January 2005 is/are: a)M accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acl^nowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Specification 

Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

^ 

The abstract should be limited to a single paragraph and phraseology such as 
"means" should be avoided. 

Claim Rejections - 35 USC §101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, nfiachine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 4-7 are drawn to a process. A statutory process must include a step of a 
physical transformation, or produce a useful, concrete, and tangible result (State Street 
Bank & Trust Co. v. Signature Financial Group Inc. CAFC 47 USPQ2d 1596 (1998), 
AT&T Corp. V. Excel Communications Inc. (CAFC 50 USPQ2d 1447 (1999)). In the 
instant claims, there is no step of physical transformation, thus the Examiner must 



determine if the instant claims include a useful, concrete, and tangible result. 
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As noted in State Street Bank & Trust Co. v. Signature Financial Group Inc. 
CAFC 47 USPQ2d 1596 (1998) below, the statutory category of the claimed subject 
matter is not relevant to a determination of whether the claimed subject matter produces 
a useful, concrete, and tangible result: 

The question of whether a claim encompasses statutory subject matter should 
not focus on which of the four categories of subject matter a claim is directed to - 
process, machine, manufacture, or composition of matter-but rather on the essential 
characteristics of the subject matter, in particular, its practical utility. Section 101 
specifies that statutory subject matter must also satisfy the other "conditions and 
requirements" of Title 35, including novelty, nonobviousness, and adequacy of 
disclosure and notice. See In re Warmerdam, 33 F.3d 1354, 1359, 31 USPQ2d 1754 . 
1757-58 (Fed. Cir. 1994). For purpose of our analysis, as noted above, claim 1 is 
directed to a machine programmed with the Hub and Spoke software and admittedly 
produces a "useful, concrete, and tangible result." Alappat, 33 F.3d at 1544, 31 
USPQ2d at 1557 . This renders it statutory subject matter, even if the useful result is 
expressed in numbers, such as price, profit, percentage, cost, or loss. 

In determining if the claimed subject matter produces a useful, concrete, and 
tangible result, the Examiner must determine each standard individually. For a claim to 
be "useful," the claim must produce a result that is specific, and substantial. For a claim 
to be "concrete," the process must have a result that is reproducible. For a claim to be 
"tangible," the process must produce a real world result. Furthermore, the claim must 
be limited only to statutory embodiments. 
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Claims 4-7 do not produce a tangible result. A tangible result requires that the 
claim must set forth a practical application to produce a real-world result. This rejection 
could be overcome by amendment of the claims to recite that a result of the method is 
outputted to a display or a memory or another computer on a network, or to a user, or * 
by including a physical transformation. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which fonms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skit! in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the qpntrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brigham and Women's Hospital (WO 90/15639, IDS) in view of Wu et al. (US 
2003/0180947 A1). 

Claims 1-8 describe an apparatus and method for determining an intemal 
biological clock of an individual by: 

a) inputting a gene product quantity data from a specimen of an individual 

b) quantitating a circadian oscillatory gene product over a time, 

c) expressing the circadian oscillatory gene quantitation as a curve, 

d) recording a maximum, average and standard deviation of the curve, 

e) determining a circadian rhythm disorder or an internal biological time of the 
individual, by comparing the gene product data and the generated curve. 
Brigham and Women's Hospital describes a method for assessing and modifying 

the phase and amplitude of the endogenous circadian pacemaker. Brigham and 
Women's Hospital teaches that sleep-related and affective disorders are thought to be 
related to a misalignment between the internal circadian cycle and the external activity- 
rest cycle, (see page 5, line 28 - page 6, line 12). Brigham and Women's Hospital 
teaches that to design a phase adjusting schedule, one must have knowledge of the 
initial circadian phase of the person to be treated, which can be obtained by inferring 
phase based on comparisons made to the body of normative phase data, such as 



Application/Control Number: 10/522.735 Page 6 

Art Unit: 1609 

human growth hormone or serum Cortisol, (see page 61, lines 7-14, figures 3 and 4). 
Brigham and Women's Hospital teaches the use of a computer apparatus and computer 
program with an input means for inputting pre-stimulus timing data; assessing means 
for receiving the pre-stimulus timing data and for assessing characteristics of the 
subject's circadian cycle; modeling means, connected to said assessing means, for 
computing substantially optimum duration and application times of the bright light pulses 
and dark pulses and an output means, (see page 15, lines 3-15; page 123, lines 1-2). 

Brigham and Women's Hospital differs from claims 1-8 because the reference 
utilizes normative phase data, such as human growth hormone or serum Cortisol, (see 
page 62, lines 7-14, figures 3 and 4). Brigham and Women's Hospital did not teach 
utilizing circadian oscillatory gene output as a form of normative phase data to assess 
an individual's circadian phase or providing a maximum, average and standard 
deviation of the normative phase data over a cycle, (see figures 3 and 4). 

Wu et al. describe a method for controlling bone marrow cell development by 
identifying molecular control mechanisms and manipulating the expression of clock 
controlled genes, (see page 2, paragraphs 10, 13 and 14). Wu et al. teaches the 
quantitation and curve expression of circadian oscillatory gene output, mPerl and 
mPer2, overtime, with the maximum, mean and standard deviation calculated, (see 
page 2, paragraphs 15-17, figures 1-3). 

Brigham and Women's Hospital emphasizes that normative phase data would be 
considered any data related to circadian phase in the literature in general, (see page 61, 
lines 10-14). One would be motivated to consider the circadian oscillatory gene output 
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data and the curve expression provided by Wu et al. as normative phase data. The 
benefit of utilizing the oscillatory gene output is that oscillatory data would give another 
reference parameter on which to accurately determine an individual's internal biological 
clock. 

Therefore it would have been obvious to modify Brigham and Women's Hospital 
by using the circadian oscillatory gene output data and the curve expression as 
normative phase data in assessing an individual's endogenous circadian cycle (internal 
biological clock). 

Conclusion 

No claim allowed. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry D. Riggs II whose telephone number is 571-270- 
3062. The examiner can normally be reached on Monday-Thursday, 7:30AM-5:00PM, 
ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mary Mosher can be reached on 571-272-0906. The fax phone number for 
the organization where this application or proceeding is assigned Is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Larry D. Riggs II 




